JEKJIAPATIUSI O COOTBETCTBHA

JEKJAPAHT, IPAHAMAIOIEHN JEKJIAPAINNIO O COOTBETCTBHHA

AO "CJna¢u Poccur"

Ceedenfu 0 peaucmpaywu opzanusayuyu: Medicpationnas wncnexyun Oedepanvroii Hano2080ii cayxcov: Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenun OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepcxas, 0. 22. Tenechon/chaxc: 8 (495) 721-14-00/ 721-14-11

B auye; I'enepanorviii Oupexmop Mouxc O.A.

Hoeepennoe nuyo: Cmenanos C.C., dosepennocme 6/n om 01.12.2017

3ASBISAET, UTO

nexapcmeennoe cpedcmso: Jloxpen, mabaemru noxpuimuie nneroyrol obonouxoii 20 mz 14 wm., ynaxoexu
Aueiixogbie KOHMYPHbie (4), nauxu xapmonnwie, PY Ne IT N0I12715/01 om 16.09.2011 (0ama samervt
02.02.2018} esioano CAHOPH-ABEHTHC ®PPAHC, cepusn ET013, napmun 22854 ynaxoeox, zodexn 0o
31.03.2024, npousecdcmea Canoghu Bunmpon Hudycmpua, @panyus, Sanofi Winthrop Industrie, 30-36, avenue
Gustav Eiffel 37100 Tours, France, xod OKITJ2 21.20.10.146, xo0 TH B3 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, unsotic Ne 9085337267 om 18.06.2019

COOTBETCTBYET TPEBOBAHHSM

IIN012715/01-160911 usm. M 1-2

JAEKJIAPAITHS NPUHATA HA OCHOBAHHHA

npomo:'oan ucnsimanuii No 19010 om 27.06,2019 HJT 000 HL] "®APMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.2] ®J140, Cepmugpuxam POCC FR.DM08.C43001 om 27.06.2019

JXEKJAPAIIHHM 27.06.2019
Af NEUCTBHTEILHA XO 31.03.2024

e
R

Ol O

g.; \ Crenasos C.C.
S 4 ®.H.0
CBEJAEHMSI O PET'HCTPAITAA

OPIAH IO CEPTHO®HKAIINH, 3APEMACTPHPOBABINAN JEKJNAPAITATO

RA.RU.119M08 OPTAH IT0 CEPTH®HKALMH ITPOYKIIHH OBLECTBO C OF'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH LJEHTP KOHTPOJIA KAYECTRA",

adpec opeanwsayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. 1, koM. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxoea, 0. 4, am. 5., mea.:(495)788-02-88, seb-
caiim: oyxx.p.

JAEKJIAPAITHSA O COOTBETCTBHM 3APETHCTPHPOBAHA M POCC RU A-FR.®M08.A.28556/19
AYTAH 27.06.2019

/,%} Kavan E.B,

TIOANHCE 3am. pyxosomuTens OC

(P KOHVROMS
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Ceprudukar anannza/
CeprudHkaT Ha cephio

CAHO®H BUHTPOIT HHAYCTPHA

30-36, aeHio I'yctae Diidens

37100 TYP, ®PAHLIMA

SANOFI g

[pou3BoaCTBEHHAS [LIOLIANKA:
TOURP/TYP

Koa GMID 513696 Onucanue JIOKPEH 20 MI" 56 1IT. VTE RU
NpoaAyKTa

Kon npoaykra TOU 513696

Homep cepun ET013 Homep cepuu ETO013
3aKa34HKa

JMara npouseoactea 17-AIP-2019 Cpok rogHocTH MAP-2024

Toproeoe Ha3BaHue

Poccutickan ®enepauns

MHKPOBHOJOIHYECKAS
YUCTOTA

TAMC

TYMC

Escherichia Coli
KOJHYECTBEHHOE

ONPEJAEHUEHUE (KK)
KonuuecTeenuoe OTpENCTICHHE

<1000 KOE/r
<100 KOE/r
OrtcytcTBYET

Ot 19,0 a0 21,0 mr/TabneTtka

Dopma BEIMYCKa 4 BIMCTEPATIO 14 IUITYK  Tun TABJIETKH, ITOKPBITBIE
[MAEHOYHOH OEOJIOUKOH
Bepcus ceprudukarza 4 Homep CMC-TU-2(09-26425
aHanu3a ceprudykata
ITokazaTens Hopma Peayarrart
ONMUCAHHE
OnucaHue Kpyrnsle aBOAKOBLIMYKbIE COOTBETCTBYET
TalNeTKU, MOKPLITEIE ASHOUHOH
obonoukoii Genoro useTa, ¢ pHcKoi
Ha OAHON CTOpPOHE H IPaBHPOBKOii
«KE 20» ra gpyroii cTopoHe.
NOJAJIMHHOCTD
Betakconona ruapoxnopun (TCX) COOTBETCTBYET COOTBETCTBVET
Berakconoaa ruapoxnopua (OKX) COOTBETCTBYET COOTBETCTBYET
THTaHa AHOKCHA COOTBETCTBVET COOTBETCTBVYET
HUCNBITAHHUA
Cpennnas macca Ot 230 10 260 mr 243 mr
OAHOPOAHOCTL Maccht COOTBETCTBYET COOTBETCTBYET
OAOHOPOAHOCTL MAcChi NONOBHH COOTBETCTBYET COOTBETCTBYET
TabneTok
Pacnagaemocts <15 muu 5 MUH
PacTBOpEHHE >80% 88%
S1: MUHUMYM NpH 30 MHH
MNOCTOPOHHUE MPHMECH (XX)
Mpumecs 111 <0,3% He ONPENENeHO KOMINYECTBEHHO
Hennentudnunposax - <0,2% He ofHapyKeHo
HblIE IPHMECH (Kak 1as)
CymmMa Bcex npumeceii <1,0% HE BHECEHO B OTYET

<20
<20
Otcyteteyers 1 r

19,8 mMr/Tabnetra
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Cepriduxar anammsa/

Ceprudmkar na cepio S A N O F I J

CAHO®H BUHTPOIT HHAYCTPUA

30-36, aBento I'yctas Zitdens ITpoussoncTeeHHAs MIOWANKA:
TOURP/TYP
37100 TYP, ®PAHUHA
Kon GMID 513696 OnucaHue JIOKPEH 20 MTI" 56 LUT. VTE RU
npoaykTa
Kon nponykra TOU 513696
Homep cepuun ETO013 Homep cepun ETO13
3aKa3yuKa
Hara nponseoactea  17-AlTP-2019 CpoK rogHOCTH MAP-2024
Toprosoe Hazsanne Poccuiickas denepaus
(opma BeIMyCcKa 4 BJIMICTEPA 10 14 IUITYK  Tun TABJIETKH, TIOKPBLITBIE
MINEHOYHOW OBOJIOUKOH
Bepcua ceptudukara 4 Howmep CMC-TU-2009-26425
aHanusa cepTHdHKaTa

HacToalumm noaTeepxaaeM, UTe NPOM3BOACTBO 3TOH CEPHH BRINOAHAIOCH B COOTBETCTBHH C Tpebopanuamu GMP n
COOTBETCTBYET MOJI0KEHHAM NMPUMEHHUMOTD PErNCTPALHOHHOTD YAOCTOREPEHHA

Hacroswnm noaTeepxaato, YTo BCE 3Tankl NPOH3BOACTBA 3TOH CEPHH MOTOBOrO Npenaparta GbIK BLINONHEHD B
NoAHOM cooTBeTCTBHH ¢ TpebosaHuaMH GMP EC 1 TpeboBaHHAMH PETHCTPALIMOHHOTO(bIX) YAOCTOBEpEHHA(HH)
CTPaHbl/CTPaH Ha3HAYEHHA,

CTaTyc BLINYCKA [TIPHHATO

/laTa Beinycka (UTC +1) 3-HIOH-2019 14:09:28.00

floansucano ymonvomovenusiMm  LAETITIA HABERT
HUOM

CepTH(HKAT aHANH3a YTEEPHAEH B SNEKTPOHHOM BUIE.
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Batch Certificate

SANOFI g

SANOFI WINTHROP INDUSTRIE
30-36, avenue Gustave Eiffel

Site TOURS

37100 TOURS-FRANCE
Code GMID 513696 Article code TOU 513696
Description LOKREN Z20MG 56CP VTE RU
Lot Number ETC13 Customer batch ET013
Manufacturing Date 17-APR-2019 Expiry Date MAR-2024
Type TABLET, FILM COATED Presentation 4 BLISTERS OF 14 UNITS
Market name Russian Fed.
Regulatery file CMC-TU-2009-26425
Version of CoA 4
Tests Specifications Results
CHARACTERS
Characters White round-shaped biconvex film-coated COMPLY

tablets acored on one side and debossed

with “KE 20" on the other side.
IDENTIFICATION
Betaxolol hydrochloride (TLC} COMPLY COMPLY
Betaxolel hydrochloride (LC) COMPLY COMPLY
Titanium dioxide COMPLY COMPLY
TESTS
Average mass 230 to 260 MG 243 MG
Uniformity of mass COMPLY COMPLY
Uniformity of mass of half tablets COMPLY COMPLY
Dislntegration <=15 min 5 MIN
DISSOLUTION
81:Mini at 30 min >=§0 4% .1}
DEGRADATION PRODUCTS (LC)
Impurity IIT <=0,3 % not quantified
Unspecified impurities (each) «=0,2 & not detected
Total impurities <=1.0 % not reported

MICROBIOLOGICAL DETERMINATION
TAMC

TYMC
Escherichia Coli

ASSAY (LC)

<=1000 CFU/g
<=100 CFU/g
Absent in 1g

<20 UFC/g-ml
<20 UFC/g-ml
RBSENCE /lg
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Batch Certificate SANOFI b_;

SANOFI WINTHROP INDUSTRIE
30-36, avenue Gustave Eiffel

Site TOURS

37100 TOURS-FRANCE

Code GMID 513696 Article code TOU 513696

Description LOKREN 20MG 56CP VTE RU

Lot Number ET013 Customer batch ET013

Manufacturing Date 17-APR-2019 Expiry Date MAR-2024
JType TABLET, FILM COATED Presentation 4 BLISTERS OF 14 UNITS
IMarket name Russian Fed.

Regulatory file CMC-TU-2009-26425
]

Version of Coa 4
e = ot A% oy <
| Tests Specifications Results

Assay 19.0 to 21.0 mg/tablet 19.8 MG/TABLET

8

\
I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorisation(s) of the
destination country/countries.

[
I

Releasa status ACCEFTED

Release data (UTC +1) 3-JUN-2019 14:09:28,00
Signed by qualified person LAETITIA HABERT

-

Certificat d'analyse approuvé é&lectroniquement / Certificate of analysis electronically approved
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